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DETAILED ACTION 

The amendment and response filed on 10-14-2008 are acknowledged. Claims 10 and 28 
have been amended. Claims 31-33 have been added. Claims 10-12 and 27-33 are currently under 
examination. 



Information Disclosure Statement 

The Information Disclosure Statement filed on 7-15-2008 has been considered. An 
initialed copy is attached hereto. 



Declaration 

The declaration under 37 C.F.R. 1.132 by Edgar H. Relyveld filed on 10-14-2008 has 
been fully considered. 



Priority 

As parent application 09/496,771 does not disclose the use of calcium phosphate particles 
to deliver allergens, the filing date of application 09/932,538 (8-17-2001) will be used for 
determining the availability of art with regard to this limitation. Applicant's argument that the 
skilled artisan would know that an allergen is an immunogen is not germane. Since the parent 
application does not disclose or contemplate the use of allergens, it cannot provide support for 
instant claims 27 and 31-33. 
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Applicant's claim for priority with regard to claims 28-30 is deemed to be perfected in 
light of the amendment to claims 28. However, claim 27 and newly added claims are drawn to 
allergens which are unsupported by the parent application. 

Claim Rejections Maintained 
35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one >ear prior to the date of application lor patent in the United States. 

The rejection of claims 10-1 1 and 28-29 under 35 U.S.C. 102(b) as being anticipated by 
Relyveld et al. (Annals of Allergy, 1985, Vol. 54, pages 521-529 - IDS filed on 10-21-2004) is 
maintained for reasons of record. 
Applicant argues: 

1 . Relyveld et al. does not disclose that administration of "one or more smooth particles 
comprising calcium phosphate" or a method for producing said particles since the his particles 
(as per his declaration) are different than those of the instant invention. 

2. While Dr. Relyveld did not explicitly refer to the cited reference his statement that he was 
unable to produce "substantially smooth" or "substantially spherical" particles necessarily 
encompasses the cited reference. 
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3. The limitation ". ..one or more surface irregularity is less than 100 nm." (claims 28 and 31) 
is not met by Relyveld. 

Applicant's arguments have been fully considered and deemed non-persuasive 

The specification does not define what constitutes a "smooth" particle. Given limitations 
set forth in amended claim 28 and newly added claim 3 1, to be a smooth particle a given particle 
needs only possess one irregularity that is less than 100 nm. Moreover, with regard to Dr. 
Relyveld's declaration, it is deemed to be unpersuasive as it does not address a smooth particle 
as engendered by the instant claims nor does it address the cited reference specifically. 

As outlined previously, Relyveld et al. disclose the use of allergens adsorbed onto 
calcium phosphate particles in immunotherapy and hyposensitization methods (see abstract and 
page 522). Moreover, Relyveld et al. disclose that said adsorbed particles were injected 
subcutaneously (see page 522). Additionally, with regard to the surface irregularity limitation of 
claim and 28 and 3 1, it is deemed in absence of evidence to the contrary that since the 
compositions of Relyveld et al. and the instant invention are the same, they would necessarily 
possess the same physical, chemical and immunological properties. Finally, since the Patent 
Office does not have the facilities for examining and comparing Applicant's composition with 
the compositions of the prior art reference, the burden is upon Applicant to show a distinction 
between the material, structural and functional characteristics of the claimed composition and the 
composition of the prior art. See In re Best. 



Claims 10-1 1, 27-29 and 31-33 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Ickovic et al. (Annals of Immunology (Inst. Pasteur), 1983, 134 D, pages 385-398 - IDS filed 
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on 10-21-2004) for the reasons set forth in the previous Office action in the rejection of claims 
10-11 and 27-29 
. Applicant argues: 

1 . Ickovic et al. does not disclose that administration of "one or more smooth particles 
comprising calcium phosphate" or a method for producing said particles since the his particles 
are different than those of the instant invention. 

2. The limitation ". . .one or more surface irregularity is less than 1 00 nm." (claims 28 and 31) 
is not met by Ickovic et al. 

Applicant's arguments have been fully considered and deemed non-persuasive 

The specification does not define what constitutes a "smooth" particle. Given limitations 
set forth in amended claim 28 and newly added claim 31, to be a smooth particle a given particle 
needs only possess one irregularity that is less than 100 nm. 

As outlined previously, Ickovic et al. disclose the use of allergens adsorbed onto calcium 
phosphate particles in immunotherapy and hyposensitization methods (see abstract and page 
387-388). Moreover Ickovic et al. disclose that said adsorbed particles were injected 
subcutaneously (see page 387). Additionally, with regard to the surface irregularity limitation of 
claim and 29, it is deemed in absence of evidence to the contrary that since the compositions of 
Ickovic et al. and the instant invention are the same, they would necessarily possess the same 
physical, chemical and immunological properties. Finally, since the Patent Office does not have 
the facilities for examining and comparing Applicant's composition with the compositions of the 
prior art reference, the burden is upon Applicant to show a distinction between the material, 
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structural and functional characteristics of the claimed composition and the composition of the 
prior art. See In re Best. 

Claims 10-11, 27-29 and 30-33 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Nuwayser (U.S. Patent 5,648,097 - IDS files on 10-21-2004) for the reasons set forth in the 
previous Office action in the rejection of claims 10-11 and 27-29. 
Applicant argues: 

1 . Nuwayser discloses that their particles are formed via hydro forming and that said particles are 
non-uniform in shape and non-spherical and appear to be composed of interlocking crystals. 
Consequently, the particles of Nuwayser differ from the smooth particles of the instant invention. 
Applicant's arguments have been fully considered and deemed non-persuasive. 

Contrary to Applicant's assertion, the particles of Nuwayser are disclosed to be 
"substantially uniform in shape, and preferably substantially spherical, and having a substantially 
smooth surface" (see column 3, lines 52-54). The portion of the specification cited by Applicant 
as characterizing the calcium phosphate particles of Nuwayser in fact was describing the 
characteristics of ground powders (see column 3, lines 54-60). 

As outlined previously, Nuwayser discloses methods for adsorbing biologically active 
compounds to calcium phosphate particles wherein the resulting particles serve as controlled 
release drug delivery vehicles (see abstract, column 5 lines 16-36). Moreover, Nuwayser 
discloses that said particles are substantially spherical and substantially smooth (see column 3, 
lines 52-54). Nuwayser further discloses that the biologically active agent or drug can include 
multitude of compounds including antigens, desensitizing agents and antiallergenic (see column 
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6, lines 9-13). Finally, since the Patent Office does not have the facilities for examining and 
comparing Applicant's composition with the compositions of the prior art reference, the burden 
is upon Applicant to show a distinction between the material, structural and functional 
characteristics of the claimed composition and the composition of the prior art. See In re Best. 

35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Paieniabilhy shall not be negatived by the 
manner in which the invention was made. 

The rejection of claims 10-12 and 27-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Relyveld et al. (Annals of Allergy, 1985, Vol. 54, pages 521-529 - IDS filed 
on 10-21-2004) for the reasons set forth in previous Office action in the rejection of claims 10-12 
and 27-30. 
Applicant argues: 

1 . Relyveld et al. does not disclose that administration of "one or more smooth particles 
comprising calcium phosphate" or a method for producing said particles since the his particles 
(as per his declaration) are different than those of the instant invention. 

2. While Dr. Relyveld did not explicitly refer to the cited reference his statement that he was 
unable to produce "substantially smooth" or "substantially spherical" particles necessarily 
encompasses the cited reference. 
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3. The limitation ". ..one or more surface irregularity is less than 100 nm." (claims 28 and 31) 
is not met by Relyveld. 

Applicant's arguments have been fully considered and deemed non-persuasive 

The specification does not define what constitutes a "smooth" particle. Given limitations 
set forth in amended claim 28 and newly added claim 3 1, to be a smooth particle a given particle 
needs only possess one irregularity that is less than 100 nm. Moreover, with regard to Dr. 
Relyveld's declaration, it is deemed to be unpersuasive as it does not address a smooth particle 
as engendered by the instant claims nor does it address the cited reference specifically. 

As outlined previously, Relyveld et al. disclose the use of allergens adsorbed onto 
calcium phosphate particles in immunotherapy and hyposensitization methods (see abstract and 
page 522). Moreover, Relyveld et al. disclose that said adsorbed particles were injected 
subcutaneously (see page 522). Additionally, with regard to the surface irregularity limitation of 
claim and 29, it is deemed in absence of evidence to the contrary that since the compositions of 
Relyveld et al. and the instant invention are the same, they would necessarily possess the same 
physical, chemical and immunological properties. Finally, since the Patent Office does not have 
the facilities for examining and comparing Applicant's composition with the compositions of the 
prior art reference, the burden is upon Applicant to show a distinction between the material, 
structural and functional characteristics of the claimed composition and the composition of the 
prior art. See In re Best. 

Relyveld et al. differs from the instant invention in that he doesn't explicitly disclose the 
use of their calcium phosphate particles delivered via inhalation or across a mucosal surface or 
that they are in the forms recited in claims 12 and 30. 
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However, given that utilization of biological products in said forms is well known in the 
art, yielding predictable results, it is obvious for the skilled artisan to use said forms, (see KSR 
International Co. v. Teleflex Inc., No. 04-1350 [U.S. Apr. 30, 2007]). 

Claims 10-12 and 27-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ickovic et al. (Annals of Immunology (Inst. Pasteur), 1983, 134 D, pages 385-398 - IDS filed on 
10-21-2004) for the reasons set forth in the previous Office action in the rejection of claims 10- 
12 and 27-30.. 
Applicant argues: 

1 . Ickovic et al. does not disclose that administration of "one or more smooth particles 
comprising calcium phosphate" or a method for producing said particles since the his particles 
are different than those of the instant invention. 

2. The limitation ". . .one or more surface irregularity is less than 1 00 nm." (claims 28 and 31) 
is not met by Ickovic et al.. 

Applicant's arguments have been fully considered and deemed non-persuasive 

The specification does not define what constitutes a "smooth" particle. Given limitations 
set forth in amended claim 28 and newly added claim 3 1 , to be a smooth particle a given particle 
needs only possess one irregularity that is less than 100 nm. 

As outlined previously, Ickovic et al. disclose the use of allergens adsorbed onto calcium 
phosphate particles in immunotherapy and hyposensitization methods (see abstract and page 
387-388). Moreover Ickovic et al. disclose that said adsorbed particles were injected 
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subcutaneously (see page 387). Additionally, with regard to the surface irregularity limitation of 
claim and 29, it is deemed in absence of evidence to the contrary that since the compositions of 
Ickovic et al. and the instant invention are the same, they would necessarily possess the same 
physical, chemical and immunological properties. Finally, since the Patent Office does not have 
the facilities for examining and comparing Applicant's composition with the compositions of the 
prior art reference, the burden is upon Applicant to show a distinction between the material, 
structural and functional characteristics of the claimed composition and the composition of the 
prior art. See In re Best. 

Ickovic et al. differs from the instant invention in that he doesn't explicitly disclose the 
use of their calcium phosphate particles delivered via inhalation or across a mucosal surface or 
that they are in the forms recited in claims 12 and 30. 

However, given that utilization of biological products in said forms is well known in the 
art, yielding predictable results, it is obvious for the skilled artisan to use said forms, (see KSR 
International Co. v. Teleflex Inc., No. 04-1350 [U.S. Apr. 30, 2007]). 

Claims 10-12 and 27-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nuwayser (U.S. Patent 5,648,097 - IDS files on 10-21-2004) for the reasons set forth in the 
previous Office action in the rejection of claims 10-12 and 27-30. 
Applicant argues: 

1 . Nuwayser discloses that their particles are formed via hydroforming and that said particles are 
non-uniform in shape and non-spherical and appear to be composed of interlocking crystals. 
Consequently, the particles of Nuwayser differ from the smooth particles of the instant invention. 
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Applicant's arguments have been fully considered and deemed non-persuasive. 

Contrary to Applicant's assertion, the particles of Nuwayser are disclosed to be 
"substantially uniform in shape, and preferably substantially spherical, and having a substantially 
smooth surface" (see column 3, lines 52-54). The portion of the specification cited by Applicant 
as characterizing the calcium phosphate particles of Nuwayser in fact was describing the 
characteristics of ground powders (see column 3, lines 54-60). 

As outlined previously, Nuwayser discloses methods for adsorbing biologically active 
compounds to calcium phosphate particles wherein the resulting particles serve as controlled 
release drug delivery vehicles (see abstract, column 5 lines 16-36). Moreover, Nuwayser 
discloses that said particles are substantially spherical and substantially smooth (see column 3, 
lines 52-54). Nuwayser further discloses that the biologically active agent or drug can include 
multitude of compounds including antigens, desensitizing agents and antiallergenic (see column 
6, lines 9-13). Finally, since the Patent Office does not have the facilities for examining and 
comparing Applicant's composition with the compositions of the prior art reference, the burden 
is upon Applicant to show a distinction between the material, structural and functional 
characteristics of the claimed composition and the composition of the prior art. See In re Best. 

.Nuwayser differs from the instant invention in that he doesn't explicitly disclose the use 
of his "microparticles" delivered via inhalation or across a mucosal surface or that they are in the 
forms recited in claims 12 and 30. 

However, given that utilization of biological products in said forms is well known in the 
art, yielding predictable results, it is obvious for the skilled artisan to use said forms, (see KSR 
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International Co. v. Teleflex Inc., No. 04-1350 [U.S. Apr. 30, 2007]). 

Conclusion 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROBERT A. ZEMAN whose telephone number is (571)272- 
0866. The examiner can normally be reached on Monday- Thursday, 7am -5:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on (571) 272-0956. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. Information 
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regarding the status of an application may be obtained from the Patent Application Information 
Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see hrtp: p;iir- 
direct.uspto.gov . 

Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 



/Robert A. Zeman/ 

Primary Examiner, Art Unit 1645 

February 1,2009 



